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THE WHITE HOUSE !

WASHINGTON

May 1, 1998

Senator Slade Gorton
730 Hart Senate Office Building
Washington, DC 20510

Senator John D. Rockefeller
531 Hart Senate Office Building
Washington, DC 20510

Dear Senators Gorton and Rockefeller:

President Clinton continues to be grateful to you for your consistent efforts to craft product
liability legislation that he can sign. After your meeting with White House Chief of Staff Bowles
on March 13, 1998, there remained a variety of technical issues outstanding. We are pleased to
transmit to you our final views on these matters.

1. Findings Language

We agree to include the findings language below. If these findings are not acceptable, we would
prefer none.

SEC.2 FINDINGS; PURPOSES
(a) FINDINGS -- The Congress finds that --

(1) although damage awards in product liability actions can encourage the production of
safer products, they also can have a direct effect on interstate commerce and our Nation’s consumers by,
among other things, increasing the cost and decreasing the availability of products;

(2) some of the rules of law governing product liability actions are inconsistent within
and among the States, resulting in differences in State laws that can be inequitable to both plaintiffs and
defendants and can impose burdens on interstate commerce;

(3) product liability awards can jeopardize the financial well-being of individuals and
industries, particularly the Nations’ small businesses;

(4) because the product liability laws of one State can have adverse effects on consumers
and businesses in many other States, it is appropriate for the Federal government to enact national, uniform
product liability laws that preempt State laws; and

{5) it is the constitutional role of the national government to remove barriers to interstate

commerce.

2. When to Apply the Small Business Test

As we mentioned before the last meeting, the bill does not specify the time at which a company
qualifies as a small business for purposes of the cap on punitive damages. We propose language
below that would clarify that the test is applied at the time the lawsuit is filed. This point is far

' easier to establish than when a product is manufactured, designed, or constructed or when
another act occurs that could give rise to product liability.
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New language added to Section 111(b)(2):

[C] REFERENCE POINT FOR DETERMINING APPLICABILITY. In determining the applicability of
this subsection, the standards in subparagraphs (A) and (B) shall be applied as of the date of
commencement of any action that is subject to this title. The burden shall be on the defendant to prove the
applicability of this subsection.

3. Request to Delete Section on “Defense Based on Claimant’s Use of Alcohol or Diugs”

We are not willing to delete this section. However, we would be agreeable to legislative history
that makes clear that this provision preempts only specific provisions establishing an intoxication
defense and not state contributory and comparative negligence regimes.

4. Proposed Changes to Language on “Reduction of Damages for Misuse or Alteration”

We are not comfortable adding the new language proposed by Senator Gorton. As you know, we
believe it is a slippery slope when we begin to write bill language to interpret bill language.

5. Revised Proposal on “Extension of 18-Year Statute of Repose”

Similarly, the additional language Senator Gorton proposed on extension of the statute of repose
significantly confuses the statute. It ignores the aspect of the statute of limitation language that
measures time from when not only the harm, but also its cause, are discovered. Similarly, it does
not include exceptions in the bill to the statute of limitations provisions for a person with a legal
disability or subject to a stay or injunction.

6. Proposed Changes to Workers” Compensation Subrogation Provisions

In general, we understand that the changes that Senator Gorton proposed to the workers’
compensation subrogation provisions were designed by a working group of workers
compcnsation cxperts to address practical considerations. Where we could be comfortable that
there would not be unintended consequences, we have agreed to the changes.

a. Notification to Employver of Settlement

Senator Gorton recommended eliminating a provision in Section 113(a)(2)(B) that required the
claimant to notify the workers’ compensation insurer before entering into a settlement with a
manufacturer or product seller. We understand that, in most cases, the claimant already has this
obligation as a result of having filed a claim with the insurer pursuant to state workers’
compensation law. However, in the absence of a survey of all state laws and workers
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compensation claim agreements, we see no harm in retaining the language which will help
ensure that the subrogation provisions work as intended. Therefore, we object to eliminating this
provision.

b. Notice to Insurer By Product Manufacturer or Seller

Senator Gorton proposed changes to Section 113(a)(3)(A) that would clarify that, to seek a
reduction in damages due to employer fault, the manufacturer must notify the insurer that it is
raising the issue with the court. This appears to be a reasonable technical change to assure fair
notice to affected parties. We have no objection to the change.

C. Reduction of Damages by Amount of Claimant’s Benefits

We appreciate and support the goal of this change -- to clarify how to calculate the amount of the
reduction of the damage award for workers’ compensation benefits. However, everyone who
read the proposed language was confused by: “amounts to be paid ... for benefits received....”
Therefore, we propose language that we think more clearly accomplishes the same goal.

“[i]f the trier of fact finds by clear and convincing evidence that the fault of the employer was a substantial
factor in causing the harm to the claimant that is the subject of the product liability action ... the court shall
reduce by the amount of the claimants benefits (including amounts te-be-paid obligated or received
pursuant to state workers’ compensation law fer-benefits-reeeived prior to the date of final judgment in the
product liability action) : .

(1) the damages awarded against the manufacturer or product seller; and
(ID) any corresponding insurer’s subrogation lien....”

D. Future Credit Rights

We are not comfortable with the proposed ianguage on future credit rights. As with item #4
above, we object to adding language interpreting other language in the bill, because of the law of
unintended consequences.

E. Rules of Construction

Senator Gorton proposed adding two rules of construction. We are comfortable with the first
rule, as amended to clarify that by “total award received by the claimant” we mean the product
liability award less the compensation insurer’s subrogation lien.

“This section, when invoked, shall not be construed to reduce the-tetal-award-reeetved net
recovery by a claimant in a product liability action below the amount that would
otherwise be received pursuant to state law.”
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We are not comfortable, however, with the second rule. It is unclear what the provision will do.
Under current law in some states, when a manufacturer is liable for an amount that exceeds the
total workers’ compensation benefits, the insurer can recover all the compensation benefits paid,
regardless of the employer’s fault. However, under this bill, the liability of the insurer of an at-
fault employer would increase (i.€., the insurer could not reduce its liability by asserting a
subrogation lien). Thus, the statement seems inconsistent with the intent of the statute.

If you do not want to add the first rule of construction without the second, we would also agree to
not add either.

F. Attorneys Fees

Senator Gorton proposed an amendment to give the court discretion to decide whether or not to
require a manufacturer to reimburse the insurer for attorneys fees. To provide some court
discretion, with a governing standard, and a presumption in favor of an attorneys fees award
where the allegation was unfounded, we propose changing “may require” to “shall, unless
manifest justice requires otherwise, require...."”

In addition, we have noticed a drafting problem in this provision that we had not previously
identified. Section 112(a)(3)(C) provides that damages are reduced and the lien is defeated only
if the trier of fact finds by clear and convincing evidence that the employer’s fault was in fact a
causz of the injury. In Section 112(b), however, the compensation insurer’s attorneys fees would
be reimbursed only if the court finds that the injury was not caused by the employer’s fault.
Thus, Section 112(b) fails to be clear about who makes the decision, the burden of proof, and the
nature of the burden of proof. While it could be read to be consistent with 112(a)(3)(C), the
statute does not require that outcome. Therefore, to address all of these concerns, we believe that
Section 112(b) should read:

“(b) ATTORNEYS FEES -- If, in a product liability action that is subject to this section, a manufacturer or
product seller seeks to prove that the harm to the claimant was in substantial part caused by the fault of the
employer, but fails to meet its burden of proving such fault, the court shall, unless manifest justice requires
otherwise, require that the manufacturer or product seller

reimburse the insurer for reasonable attorney’s fees and court costs, as determined by the court, incurred by
the insurer in litigating the issue of employer fault.”

7. Biomaterials Changes from Senator Lieberma

We have reviewed the changes proposed by Senator Lieberman to the biomaterials section. We
appreciate the change that eliminates the clear and convincing evidence standard. We have no
objection to any of the other changes, except the procedures for dismissal of actions against
biomaterial suppliers (Section 206(a) at page 57 of the bill). The Lieberman change adds
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language requiring the Secretary to complete review within six weeks of receipt of any petition
for a declaration that the supplier was requied to have registered with the Secretary or include the
implant on a list of devices filed with the Secretary. That timetable is impossibly short. We
have asked Senator Lieberman’s staff to consider revising it to allow the Secretary 120 days. We
have not yet heard back.

8. Expand Biomaterials Section to Cover IVs and Catheters

We are not prepared to expand the biomaterials provisions to cover raw materials and component
parts of IVs (intervenous apparatuses) and catheters, which are unlike the medical implants
covered by the provisions where only a few hundred are used each year, materials suppliers face
a demonstrated litigation threat, and there is a current danger of product unavailability.

9. Clarification on ADR

The current bill provides in Section 109(a) that, where state law provides for ADR procedures,
the defendant shall serve notice to the claimant of the applicability of the ADR procedures.
Section 109[c] provides that, after the claimant or defendant files an offer to proceed under the
ADR procedures, the other party shall file a written notice of acceptance or rejection of that offer.

During the March 13th meeting, Senator Gorton sought, and the Administration agreed, to insert
a provision in Section 109[c] that reads: “Such notice shall not constitute a wavier of any
objection, including on grounds of jurisdiction or otherwise.”

10. Definition of Alcoholic Product

We agreed to a change proposed by Senator Gorton, and concurred in by Mothers Against Drunk
Driving, to change the term “alcoholic beverage™ to “alcoholic product” to deal with things like
alcoholic Jell-O squares. We now need a definition ot “alcoholic product.” After consulting
with MADD, we believe it should read:

“The term “Alcoholic Product” includes any product that contains not less than 2 of 1
percent of alcohol by volume and is intended for human consumption.”

11. Coemployee

Senator Gorton proposed to delete the phrase “or coerployee” from the phrase “employer or co-
employee” in a few places, because the term empiover includes all employees of a company
(including co-employees) and may include contractors. Referencing coemployees but not other
subgroups could be misinterpreted as an intent not to include other persons within the term
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“employer.” We agree. The bill should be searched for all such references to ensure
consistency.

12. Due Process Clause

As you recall, we did not agree to amend the Congressional “Findings” language to include
reference to the Due Process Clause, on the advice of the Department of Justice. Senator Gorton
asked us to provide in writing the rationale for not doing so.

If the authority for the statute rests on the Due Process Clause, the statute would be subject to
challenge under the theory enunciated by the Supreme Court in City of Boerne v. Flores, 117
S.Ct. 2157 (1997). In that case, the Supreme Court declared the Religious Freedom Restoration
Act {RFRA) unconstitutional. It held that Congress’ enforcement power under the Fourteenth
Amendment extends only to “enforcing” provisions of the Amendment, not to the power to
determine what constitutes a constitutional violation. In applying this concept to invalidate
RFRA, the court concluded that the statute was not designed to counteract state laws likely to be
unconstitutional, was out of proportion to the supposed remedial or preventative object, and
displaced laws in almost every level of government thereby constituting a congressional
intrusion into states’ traditional prerogatives. Invocation of the Due Process Clause as support
for the product liability legislation could easily lead to a similar conclusion.

* & %k & %
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We are grateful for your efforts to work with us to reach agreement on a bill that addresses the
President’s concerns. We believe that this letter resolves all outstanding issues. Please feel free
to call us if you have any further questions.

Sincerely,
2 ‘ : g

‘Bruce Lindsey Gene Sperling
Assistant to the President Assistant to theg President for
and Deputy Counsel Economic Poligy
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f’ﬁ Sylvia M. Mathews
U 05/08/98 07:22:22 PM

Record Type: Record

To: See the distribution list at the bottom of this message
cc:
Subject: Criminal Justice

Some (not all) good thoughts.
Forwarded by Sylvia M. Mathews/WHO/ECP on 05/08/98 06:56 PM

"Christopher Edley, Jr." <edley @ law.harvard.edu>
05/08/98 07:52:10 AM

Record Type: Record

To: Sylvia M. Mathews/WHO/EOP

cc:
Subject: Criminal Justice

’P-au. T b Y

Thanks for sharing Scott’s draft with me. He had e-mailed me this version
and an earlier one, but | took a quick look and decided not to weigh in. My
bad {old} attitude. But now | have an improved (positive) attitude.
Probably from our talk. Or perhaps cuz I'm in Charlotte changing planes to
go to Miami for the weekend on a beach with "a friend".

1. This version is watered down from the earlier version. Reportedly,
that's because Rahm was very concerned that the earlier version had
controversial stuff in it that would bash cops. {Which we definitely don't
want to do.) The problem is, this version misses the point of these
roundtable discussions.

2. I've done these. Ogletree is a master. There's a formula for scripting
and producing these disccussions. It involves: pick a couple of tough
issues: understand the intellectual structure of mr?sw the
two or three contrasting perspectives/arguments; figure out which of your
discussants will articulate which viewpoints, and which hard questions to
ask them in order to "move” them towards each other; capceptualize the

comrdn_g_rlqround type resolution or_conclusion 1o which you want to lead the

discussion.
.-_—"-'—-—-

3. The three issues (profiling, incarceration/sentencing,_full/egual

service) strike m ct. But they need to be fleshed out per point #2
above. Ogletree can and should do this; would be good to fly him down to
listen to you or Rahm or Jose Cerda discuss this stuff. But | suggest you
rely_on Maria {they are friends and huge mutual fans from college) and me
to be straight with_him about_gur political concerna/needs. "

e -

CArvnall



4. Rahm, | suspect, is interested in emphasizing community policing and
"solutions”, not the controversy. This is not quite right. You have to
explore the conflict to connect with peoplte and draw them in; you can't
just lay the prescriptions on them. You argue {constructively, honestly)
about the problems, and then raise ideas like community policing as
solutions. Lead people to the solution, dan't push/lecture.

5. Trust Ogletree's advice on participants. Don't you need articulate and
thoughtful people. "Ordinary” folks don't do so well at this, frankly. You
aren't looking for faux authenticity. You are looking for people who can
advance the ball.

Thanks for asking. Let me know if | can help with Ogletree. {| had a phone
chat with him a cojple of weeks ago to encourage him to agree to do this.
But | haven't spoken with him since.)

Christopher Edley, Jr.

Professor of Law

Harvard Law School

Cambridge MA 02138

617-495-4614

Message Sent To:

Richard Socarides/WHOQ/EOP
Elena Kagan/OPD/EOP

Bruce N. Reed/OPD/EOP
Minyon Moore/WHO/EOP
Andrew J. Mayock/ WHO/EQP
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MERMORANDUM

To: Product Liability Working Group

From: Sally Katzen
Sarah Rosen

Subject: Final Decisions on Gorton Proposals
Date: April 27, 1998

After the meeting between Chief of Staff Erskine Bowles, Counselor Bruce
Lindsey, Counsel to the Vice President Charles Burson, Senators Gorton and
Rockefeller, and staffs, on March 13, 1998, there remained a varijety of technical
issties outstanding. We will meet on Tuesday April 28th, in the Roosevelt Room
at 11:00am to discuss the options. If you are unable to join us, please indicate
your views on the option matrices below and forward them to Sarah Rosen in
Room 235,

Please call Shannon at 456-2800 to comfirm attendance and give clearance
information.

Qutstanding Issues
1. Eindings Language

We agreed to send Senator Rockefellers staff changes to the findings language
proposed by Senator Gorton. DoJ staff was of the view that some findings would
be helpful in defending the Act, if challenged. ATTACHMENT A is a revised staff
draft that attempts to limit any concemns that we are still conceding too much.
(ATTACHMENT B is the Gorton propopsal for your reference.)

Options: A — Refuse to have Findings
B - Findings as per ATTACHMENT A
C -~ Findings as per ATTACHMENT A revised (provide
recommended changes)

2. When to Apply the Small Business Test

The bill does not specify the time at which a company qualifies as a smail
business for the cap on punitive damages. Should we measure the net worth,

revenues, and number of employees _at the time the product was manufactured
orsold or at the i i

To the extent that the purpose of punitive damages is to allow small companies

to innovate in product design and manufacture, the time for measuring whether
the company qualifies for the cap should be as close to the time of manufacture
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as possible, However, a single phrase may not cover each of the steps from design,
construction, storage, etc. that could give rise to product liability. DoJ staff propose
instead that the test be applied at the time of sale (See ATTACHMENT C), which is far
easier to establish and, in most cases, will be close to the time of manufacture. Others
propose using the time of the lawsuit as the measuring point, arguing that, if the harm
from a product is not discovered for many years, a large company with significant
assets at the time of the suit, but which was small at the time of manufacture, should
not benefit from the cap on punitive damages.

Options: A = Time of sale (ATTACHMENT C)
B - Time of lawsuit

3. uest to Delete Section on ‘Defen ased on Claimgnt's Use of Alcoho! or
Drugs”

Senator Gorton proposed to make the following change:

“...[I}t shall be a complete defense if the defendant proves that the claimant ... as

a result of the alcohol or drug, was more than 50% responsible for such-herm

SUstiartidentigioheyerem.”
The Administration refected this change, arguing that product liability should only be
reduced where the person under the influence was responsible for a significant portion
of the harm that they suffered. We cited the following hypothetical: an intoxicated driver
backs his car at 5 M.P.H. into a wall in a parking lot and the gas tank explodes. While
largely responsible for the accident, the driver was only marginally responsible for the
harm.

Senator Gorton then asked to delete the entire section. Apparently he wishes to avoid
preempting state law in those states where the manufacturer has no liability if the
plaintiff was more than 50% responsible for the accidept.

Industry advocates also argue that this provision would effectively preempt some state
comparative/contributory negligence regimes and have the ironic effect of providing the
intoxicated individual a better result than one not intoxicated whose recovery would be
governed by some state comparative/contributory negligence regimes which turn on the
accident, rather than the harm. Specifically, in a state with a comparative/contributory
negligence regime where damages hinge on responsibility for the accident rather than
the harm, preemption for cases involving alcohol and drugs could result with a person,
who was not intoxicated but was more than 50% responsible for the accident, not
receiving any damages, but, an intoxicated person (50% responsible for the accident

[doo2
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but not 50% responsible for the harm) receiving damages.

Another approach would be to clarify in legisiative history that this provision is only
intended to address liability, not damages, and thus is not expected to preempt state
comparative/contributory negligence regimes.

In considering whether to accede to Senator Gorton's request, we also must think first
about the precedent set when, after we refuse to accept a change that is substantive in
nature, we nonetheless agree to eliminate the provision, particularty a provision that is
popular with the anti-drunk driving community and the public at large (to the extent they
are familiar with the legislation at all), Second, if the Administration is wiiling to
endorse a federal preemptive statute and believes that the rule established is the
proper balance of responsibitity for drunk drivers and accountability for product
manufacturers, we should be comfortable having it preempt contrary alcohol and
intoxication defenses. Any inequity that results could be viewed as stemming from the
state regime’'s link to accident rather than harm.

Options: A -- Insist they leave itin
B -- Agree to delete
C -- Draft legislative history

4. Proposed Changes to | anguage on “Reduction of Damages for Misuse or
Alteration”

The bill's language on “Reduction of Damages for Misuse or Alteration” provides that
damages shall be reduced by the percentage of responsibility attributable to use or
alteration of a product contrary to adequate express warnings or involving a risk that
was known or should have been known by an ordinary user. Senator Gorton had
proposed ianguage that said that damages could only be reduced after liability had
been determined, but the Administration rejected that change as implicitly ordering
defenses. The Senator then asked to add language in two places that reads: “Nothing
in this section shall preclude consideration of misuse or aiteration for purposes of
determining liability.”

This language does little more than what is done by Section 102(b) on preemption.
(“This title supersedes a state law only to the extent that the State law applies to a
matter covered by this title. Any matter that is not governed by this title ... shall be
governed by any applicable Federal or State law.") The language of this section
clearly speaks to damages, with no reference to determinations of liability. Arguably
this is not a substantive change, nor does it raise two-way preemption issues.

@oos
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However, in other places in the bill, the Administration has'rejected efforts to clarify the
scope of preemplion.

In addition, under some state regimes, misuse or alteration is not merely a basis for
reducing damages but is a basis for precluding liability, which the Administration had
argued was inappropriate Federal policy. By all accounts, those state regimes will
survive the current bill. By adding the language proposed by Gorton, we may appear to
be endorsing that resuit.

Options: A -- Agree to add language
B -- Refuse to add language

5. vised Proposal on "Extension of 18-Ye tatute of Re e"

The legislation creates a two-year Statute of Limitations from the date on which the
claimant discovered or should have discovered the harm and its cause. Furthermore, it
creates a Statute of Repose (for durable goods in the workplace only) under which no
product liability action may be filed after the 18-year period beginning at the time of
delivery of the product to the first purchaser or lessee. Finally, the legislation explains
how these two provisions interact. Specifically, it provides that, if the claimant discovers
the harm from a durable good at any time within the 18-year statute of repose period,
the claimant has the full two-year statute of limitations period to file the action.

After earlier changes were rejected, Senator Gorton asked whether we would consider
adding language for this section that would read:

“EXTENSION OF 18-YEAR STATUTE OF REPOSE.—If the harm leading to a
product liability action described in subsection (a) occurs during the 2 years prior
to the expiration of the 18-year period, then the product liability action may be
commenced within two years after the harm occurs.”

Staff belleve that the addition of this language significantly confuses the statute. It
ignores the aspect of the Statute of Limitation language that measures time from when
not only the harm, but also its cause, are discovered. Similarly, it does not include
exceptions in the bill fo the Statute of Limitations provisions for a person with a legai
disability or subject to a stay or injunction.

Options: A -- Agree to add language
B -- Refuse to add language

8. Pro dC to rkers’ Compensation S ro: ation Provigions
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In general, the workers’ compensation subrogation provisions (like most state laws)
give the workers’ compensation insurer of an employee a right to recover from a
manufacturer or product seller any benefits paid by the insurer to the employee refating
to harm from a product. However, the bill's provisions would reduce the damages
recoverable by the insurer from the manufacturer or product selter, if the employer's
fault was a substantial factor in the harm. Generally, this policy is thought to benefit
workers, as it gives an incentive to workers’ compensation insurers to motivate
employers to protect workers from potential harm from products in the workplace.

Last fall, a working group of workers compensation experts (including the AFL-C10) got
together at Senator Rockefeller's request to review the workers compensation
subrogation provisions in the Administration-Rockefeller agreement. The changes to
these provisions proposed by Senator Gorton stem from those discussions. The
Administration previously accepted two of the changes -- one deleting a provision which
directed the order in which a trier of fact should consider issues and the other of which
limited the reduction of damages based on employer harm to cases where that harm
was a “substantial factor” in the harm, The remainder of the changes are assessed
below. '

The position of the AFL-CIO on these provisions and proposed changes is unclear.
Although the AFL-CIO apposes product liability legisiation in general, their staff initially
worked with Senator Rockefeller, on the working group described above, to improve
these provisions. More recently, AFL-CIO staff have recanted their support for even
this section, allegedly because it would reduce the manufacturer's fiability; however, it
appears that they have now realized that the provisions would prevent “double
recovery” which they believe does occur sometimes under current law. Senator
Rockefeller's staff reports, however, that AFL-CIO President Sweeney assured the
Senator that the AFL-CI1O’s position has not changed and that, while they do not
support the legislation, they do support the workers’ compensation subrogation
provisions as modified by the changes described below.

a. otificatio Emplo of Settlement

The Rockefeller working group recommended eliminating a provision in Section
113(a)(2)}(B) that required the claimant to notify the workers’ compensation insurer
before entering into a settlement with a2 manufacturer or product seller. They argued
that the claimant already has this obligation as a result of having filed a claim with the
insurer pursuant to state workers’ compensation law. However, no one appears to
have done a survey of all state laws and workers' compensation claim agreements to
be sure that this is always the case. Without such a survey, staff see a mild benefit
from retaining the language which will help ensure that the subrogation provisions work

@oos
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as expected.

Options: A — Insist they leave it in
B -- Agree to delete

b. ice to Insurer Product Ma cturer or Selle

The Rockefeller working group proposed changes to Section 113(a)(3)(A) that would
clarify that, to seek a reduction in damages due to employer fault, the manufacturer
must notify the insurer that it is raising the issue with the court . Simply raising the
issue of employer fault during the trial is not sufficient. This appears to be a reasonable
technical change to assure fair notice to affected parties.

Options: A = Agree to add language
B —- Refuse to make changes

C. Reductigon of Damages by Amount of Claimant's Bepefits
The Rockefeller working group propoased amending the language as follows:

“[i}f the trier of fact finds by clear and convincing evidence that the fault of the
employer was a substantial factor in causing the harm to the claimant that is the
subject of the product liability action ... the court shall reduce by the amount of
the claimants benefits figGiliAMEFafHaMSTaibD: Tdﬁfp‘[&‘rksﬂant'mlstétef,erk“er’é'
coffifasatoi anvicrtEnglitS recaled ghbyIoithedatednnaljidgment it the
i BT

(l) the damages awarded against the manufacturer or product seller; and
(1) any corresponding insurer's subrogation lien...."

In product liability cases involving harm to a worker, the workers' compensation insurer
already will have paid the worker for lost wages, training and rehabilitation, and medical
expenses incurred prior to the product liability award, but there may be ongoing
workers' compensation benefits that will have to be paid. It is not fair to the worker to
reduce the damage award by some amount expected to be paid in workers'
compensation in the future, since estimates could well be wrong and the worker will end
up with the damages reduced and no substitute compensation. Therefore, Senator
Gorton's proposed change would reduce the claimants benefits by an amount that can
be fixed at the time — the amount of benefits already incurred. The current bill uses the

-amount of benefits already paid (since the definition of “claimant's benefits" only

includes amounts paid). It would give the insurer an incentive to delay paying benefits,

@008
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s0 as to not reduce as much the amount of their subrogation lien. The working group’s
revised language would avoid that probiem.

Options: A -- Agree to add language
B — Refuse to add language

D, Euture Credit Rights

Under current law, an employer is not obligated to make workers' compensation
payments (including payments for both lost wages and health care) to an employee
who has received a judgement in a product liability action that is intended to
compensate that employee for the harm caused by the workplace accident. Such
payments would represent "double récovery” to the employee. Instead, what happens
is that the employee continues to submit claims to the insurer, who denies payment on
the basis of its “future credit rights” against the judgement in the product liability action.
There has been some question raised whether the current language was intended to
change these credit rights. Thus, to clarify the intention, the Rockefeller working group
recommended adding new language that reads;

"The Insurer shall not lose, and this Act shall not affect, any rights to credit
against future liability established pursuant to state workers’ compensation law.”

Although this language would be salutory, our position on this issue should be
consistent with our position on item 4 above (“Reduction of Damages for Misuse or
Alteration™), since in both cases we are being asked to clarify how the Federal law
would interact with state laws.

Options: A - Agree to add language
B — Refuse to add language

E. Rules of Construgtion
The Rockefeller working group proposed adding two rules of construction that they said
“are completely consistent with the other provisions in this section. They are intended
to assure that the provision is not misconstrued in a manner that could harm the
employee or the employer as compared with current law.”
The first rule provides:

“This section, when invoked, shall not be construed to reduce the total award
received by a claimant in a product liability action below the amount that would

Boo7
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otherwise be received pursuant to state law.”

If by “total award received by the claimant™ they mean the product liability award less
the compensation insurer's subragation lien, the effect is that the employee’s net
recovery not be reduced below the level provided for by state law. In view of the
numerous differences between workers’ compensation statutes of the various states,
this provision could serve as a type of insurance against unintended effects of the
legislation. If so, the phrase “total award received” should be replaced with “net
recovery.”

This rule of construction benefits employees. The second rule (discussed below), about
which we have real concerns, benefits employers. If we decide to reject the second
rule, Gorton and Rockefeller may reasonably argue that we should either add both or
neither.

Options: A — Add rule of contruction, modified by “net recovery”
B - Raject rute of construction

The second rule provides:

* This section, when invoked, shall not be construed to increase the liability of an
employer above the amount that would otherwise be incurred pursuant to state
workers' compensation laws.”

It is unclear what this provision will do. Under current law in some states, when a
manufacturer is liable for an amount that exceeds the total workers’ compensation
benefits, the insurer can recover all the compensation benefits paid, regardless of the
employer's fault. However, under this bill, the liability of the insurer of an at-fault
employer would increase (j.e., the insurer could not reduce its liability by asserting a
subrogation lien). Thus, the statement seems inconsistent with the intent of the statute.
The intention may be that the gross liability of the insurer not be increased above that
under state law, but the language is unclear. Given the ambiguity, it may be better to
reject this change unless they can propose clear language.

Optlons: A -- Add rule of construction, modified by “gross
liability”
B — Reject rule of construction

F.  Afforneys fees

The Rockefeller working group proposed an amendment to the bill agreed to between
the Administration and Senator Rockefeller:
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“(b) ATTORNEYS FEES — If, in a product liability action that is subject to this
section, the court finds that harm to a claimant was not caused by the fault of the
employer {oraeoempieyee-of the-claimant), tisicotbimalireqiite the
manufacturer or product seller shall § reimburse the insurer for reasonable
attorney’s fees and court costs incurred by the insurer in the action, as
determined by the court.”

The substantive change® proposed involves giving the court discretion to order
reimbursement of attorneys fees, which would be mandatory under the current bill.
With the workers’ compensation provisions of this legislation, manufacturers may be
motivated to allege employer fault to reduce their liability, potentially increasing
significantly the legal expenses of workers' compensation insurers in enforcing their
liens. The mandatory attorneys fees provision in the current bill mitigates this effect by
encouraging product manufacturers and sellers to raise the issue of employer fault only
where it is reasonably clear that the employers’ fault was, in fact, a substantial factor in
causing the harm. The proposed change (to discretionary award of attorneys fees)
would reduce somewhat the deterrent effect of the current attorneys fee provision.

Options: A — Accept change (discretionary attorneys fees)
B -- Reject change (mandatory attorneys fees)

DOJ staff reviewing the bill have also raised questions about the attorneys fees
language in the Rockefeller-Administration agreement. They point out that Section
112(a)(3)(C) provides that damages are reduced and the lien is defeated only if the trier
of fact finds by clear convincing evidence that the employer's fault was in fact a
cause of the injury. In Section 112(b), however, the compensation insurer's attorneys
fees would be reimbursed only if the court finds that the injury was not caysed by the
employer's fault. Thus, Section 112(b) fails to be clear about who makes the decision,
the burden of proof, and the nature of the burden of proof. While it could be read to be
consistent with 112(a)(3)(C). the statute does not require that outcome. If we wish to
reopen the language agreed to with Rockefeller, DOJ suggests the following revision:

“(b) ATTORNEYS FEES -- If, in a product liability action that is subject to this
section, a manufacturer or product seller seeks to prove that the harm to the
claimant was in substantial part caused by the fault of the employer, but fails to
meet its burden of proving such fault, the court shall require that the
manufacturer or product seller reimburse the insurer for reasonable attomey's

' As noted below, changes need to be made throughout the bill to
consistently eliminate references to “coemployees” because such persons are
included in the definition of employer.
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fees and court costs, as determined by the court, incurred by the insurer in
litigating the issue of employer fault.”

Options: A ~Leaveasis
B — Substitute DOJ revised language

7. Biomaterials Changes from Senator Ligberman

In the 1996 veto message, the President said that he could not support biomaterials
provisions that protected suppliers when they knew or should have known that the
material they were supplying was unsuitable for the purpose intended. A new
impleader section of the bill largely addressed this concern by allowing the court to
bring back into the case, after final judgement, a supplier whose negligence or
intentionalily tortious conduct was a cause of the harm. However, the standard required
that the court find, based on “clear and convincing evidence,” that the negligence or
tortious conduct was the actual and proximate cause of the harm and either the
manufacturer's liability should be reduced because of the negligence or tortious
conduct or the manufacturer is insolvent. The White House remained concerned that
the clear and convincing evidence standard was too restrictive.

Senator Lieberman's staff have provided us with a set of proposed changes to the
biomaterials title of the bill. (See ATTACHMENT D.) Most of the changes are
beneficial or unobjectionable. The most important change is to eliminate the clear and
convincing evidence standard (See Section 207(a)(1) and (2) at pages 58-59 of the
bill). Instead, the court would make a finding "based on the court's independent review
of the evidence...." The change accomplishes what the Administration had stated as its
objective. The Administration had also sought to change the provision to allow the
impleader of the supplier during trial, rather than wait until after final judgement. This
change was not made by Lieberman despite our earlier request. Further requests for
modifications from the Administration may not be well received.

Options: A — Accept change
B — Accept change, but attempt to reopen issue of
timing of impleader

One area where HHS will want us to resist the new Lieberman changes is in the
procedures for dismissal of actions against biomaterial suppliers (Section 206(a) at
page 57 of the bill). This provision says that, if a claimant has filed a petition for a
declaration from the Secretary of HHS that the supplier was required to have registered
with the Secretaty or include the implant on a list of devices filed with the Secretary, the
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court shall stay the proceedings until the Secretary has issued a final decision on that
petition. The Lieberman changes add ianguage requiring the Secretary to complete
review of any such petition within six weeks of receipt of the petition.

Although we have no idea what the volume of petitions will be under this provision, the
FDA believes that six weeks is impossibly short. Senator Lieberman’s staff has
indicated a willingness to consider a longer period. We could ask for 120 days and be
prepared to accept 90 days.

Options: A — Seek to extend time period to hear petition
B - Accept change

8. Lott Request to Expand Biomaterials Section to Cover [VS and Catheters

Senator Gorton asked, on behalf of Senator Lott, whether the Administration would
consider amendments to the biomaterials provisions to cover raw materials and
component parts of Vs (intervenous apparatuses) and catheters. There was no
mention during the biomaterials hearings of a problem for IVs and catheters like the
problem that exists for other medical implants -- a shortage of component parts or raw
materials due to limited profits and large litigation risks.

DoJ staff asked Senator Lieberman’s staff if they were aware of any evidence of such
problems with these products. They replied that there are two primary manufacturers of
IVs in this country, Abbot and Baxter, although there are foreign producers. (Baxter is
pressing for this amendment; Abbot is not.) Baxter has a raw material supplier which
was recently acquired by another firm. Although there has been no litigation against
the materials supplier, the new parent has expressed some discomfort with the product
and is only allowing the supplier to enter into short-term contracts. There is an
alternative supplier, although Baxter would have to retool their machinery to use the
other material. (See ATTACHMENT E for Baxter's talking points in support of the
amendment.)

This seems to be a far different issue than heart valves or jaw implants, for example, of
which only a few hundred are used each year, for which materials suppliers face a
demonstrated litigation threat, and where there is a current danger of product
unavailability.

Options: A - Broaden scope to cover IVS and catheters
B -- Reject change
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Miscellaneous

9. Clan ion on AD

The current bill provides in Section 109(a) that, where state law provides for ADR
procedures, the defendant shall serve notice to the claimant of the applicability of the
ADR procedures. Section 109(c) provides that, after the claimant or defendant files an
offer to proceed under the ADR procedures, the other party shall file a written notice of
acceptance or rejection of that offer.

During the Bowles-Rockefeller-Gorton meeting, Gorton sought, and the Administration
agreed, to insert a provision in Section 109(c) that reads: “Such notice shall not
constitute a wavier of any objection, including on grounds of jurisdiction or otherwise.”
However, subsequent conversations with Rockefeller staff suggest that Gorton and
others may have thought we were agreeing to his suggestion that we delete the initial
notification provision in Section 109(a), which we did naot intend to do. We will clarify
our intent with Senator Rockefeller and Gorton.

10. Definition of Algoholic Product

The bill excludes from preemption civil actions brought under a theory of dram-shop or
third-party liability arising out of the sale of alcchol products to an intoxicated person or
minor. We agreed to a change proposed by Senator Gorton, and concurred in by
Mothers Against Drunk Driving, to change the term "alcoholic beverage” to “alccholic
product” to deal with things like alcoholic Jell-O squares. However, we now need a
definition of “alcoholic product.” After consulting with MADD, we have proposed:

“The term “Alcoholic Product” includes any product that contains not less than %
of 1 percent of alecohol by volume and is intended for human consumption.”

11._Coemployee

Senator Gorton proposes to delete the phrase “or coemployee” from the phrase
*employer or co-employee” in a few places, because the term employer includes all
employees of a company (including co-employees) and may include contractors.
Referencing coemployees but not other subgroups could be misinterpreted as an intent
not to include other persons within the term “employer." We agree and will search the
bill for all references to ensure consistency.

12. Due Process C

@o12
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The Administration refused to agree to amend the Congressional "Findings” language
to include reference to the Due Process Clause. Senator Gorton asked us to provide in
writing the rationale for not doing so. DoJ staff drafted the following language:

If the authority for the statute rests on the Due Process Clause, the statute would
be subject to challenge under the theory enunciated by the Supreme Court in
City of Boeme v, Flores, 117 S.Ct. 2167 (1997). In that case, the Supreme
Court declared the Religious Freedom Restoration Act (RFRA) unconstitutional.
It held that Congress' enforcement power under the Fourteenth Amendment
extends only to "enforcing” provisions of the Amendment, not to the power to
determine what constitutes a constitutional violation. In applying this concept to
invalidate RFRA, the court concluded that the statute was not designed to
counteract state laws likely to be unconstitutional, was out of proportion to the
supposed remedial or preventative object, and displaced laws in almost every
level of government thereby constituting a congressional intrusion into states’
traditional prerogatives. Invocation of the Due Process Clause as support for the
product liability legislation could easily lead to a similar conclusion.

t
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ATTACHEMENT A

SEC. 2 FINDINGS; PtIR}'OSES
() FINDINGS -- The Congress finds that --

(1) although damage awards in product ligbility actions can encourage the
producition of safer products, they also can have a direct effect on interstate commerce and our
Nation's coﬁsumcrs by, among other things, increasing the cost and decreasing the availability of
products;

(2)  some of the rules of law governing product liability actions are
inconsistent within and among the St;tes, resulting in differences in State laws that can be
inequitable to both plaintiffs and defendants and can impose burdens on interstate commerce;

(3)  product liability awards ca jeopardize the financial well-being of
individuals and industries, particularly the Nations’ small businesses;

- (4) because the product liability laws of one State can have adverse effects on
consumers and businesses in many other States, it is appropriate for the Federal government to
enact national, uniform product liability laws that preempt State laws; and

(5) itis the constitutional role of the national government to remove batriers

to interstate commerce,



04/27/88 MON 18:52 FAX @o1s

ATTACHEMENT B

2 .
TITLE OT - LIMITATIONS ON APPLICABILITY; EFFECTIVE DATE

Sec. 301. Federal cause of action precluded.
Sec. 302. Effective date.
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Unitéd States Constitution, the purposes of this Act are to promote the free flow of

goeds-and-services products and to lessen burdens on interstate commerce apd to

hold constjtutionally protected due process rights by--

(1) establishing certain uniform legal principles of product liability
that provide a fair balance among the interests of produet users,
manufacturers, and product sellers; |

(2) providing for reasonable standards concerning, and limits on,
punitive damages over and above the actual damages suffered by a
claimant;

: . Lo / C

(3) ensuring promotine the fair allocation of liability in product
liability actions; |

(49 reducing the unacceptable costs and delays in product liability
actions caused by excessive litigation that harm both plaintiffs and
defendants;

(5) establishing greater fairness, rationality, and predictability in

product liability actions; and
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Add to Section 111(b) (2) --

{C) REFERENCE POINT FOR DETERMINING APPLICABILITY. In
determining the applicability of this subsection, the standards
in subparagraphs (A) and (B) shall ba applied as of the date the
produet that is the subject of the action was eoriginally sold,
leased or otherwise conveyed by the defendant whose conduct gave
rigse to the award of punitive damages. ‘'he burdan shall 'be on
the defendant te prove the applicability of this subsection.

@o17
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a6
to reduce the total award recejved lajefant in
product linbility action below the amount that wBuld otherwise be
i u tt law, or
:‘ ‘ B) to '. creage the liabjlity o#an emplover above the amounp

hat would otherwige be incupfed pursuant to state worker

(b) ATTORNEY'S FEES. A1, in a product liability action that 1s subject to
this section, the court findg’that harm to a claimant was not caused by the fault of
the employer er-e—eoerfiplovec-of-the-claismant, the court may require the
manufacturer orfroduct seller ehall E reimburse the insurer for reasonable
attorney's fyp€s and court costs incurred by the insurer in the action, as determined
by thefourt. .

TITLE II - BIOMATERIALS ACCESS ASSURANCE
SEC. 201, SHORT TITLE. | | |

This title may be cite‘d' as the "Biomaterials Access Assurance Act of 3899%
SEC. 202. FINDINGS.

Congress find that--

(1) each year millions of citizens of the United States depend on
the a,vailability of lifesaving or life-enhancing medical devices, many of

which are pérmime:itly implantable within the human body;

@018
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(2) a continued supply of raw materials and component parts is
necessary for the invention, development, improvement, and maintenance of

the supply of the devices;

(3) most of the medical devices are made with raw materials and

component parts that-- . \/
move i intesiede Lorverte,
are not designed or manufactured specifically for use in
medical devices; and
cﬁS come m contact with internal human tissue;-
(4) the raw materials and component parts also are used in a
variety of nonmedical products;
(5) Dbecause small quantities of the raw materials and components
parts are used for medical devices, sales of raw materials and component
parts for medical devices constitute an extremely small portion of the
overall market for the raw materials an rvpovet ‘MA-"/
(6) under the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 501
et seq.), manufacturers of medical devices are required to demonstrate that
" the medical devices are safe and effective, including demonstrating that the
products are properly deéigned and have adequate warnings or instructions;
N not;vithstand.ing the fact that raw materials and component
parts suppliers do not design, produce, or test a final medical device, the

suppliers have been the subject of actions alleging inadequate--
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. (A)  design and testing of medial devices manufactured with

materials or parts supplied by the suppliers; or
(B) warnings related to the use of such medica_l devices;
(8) even though suppliers of raw materials and coniponent parts
have very rarely been held liable in such actions, such suppliers have ceased

supplying certain raw materials and component parts for use in medical
c._dw G, a‘nuIWCosl-s "b *Uol\

favorable judgment for the guppliers far exceeds the total potential sales

revenues from sales by such su;;pliers to the medical device industry:/

(9) unless alternate sources of supply can be found, the
unavailability of raw materials and component parts for medical devices will
lead to unavailability of lifesaving and life-enhancing medical devices;

(10) because other suppliers of the raw mate.ria]s gnd component
parts in foreign nations are refusing to sell raw materials or component
-parf.s for use in manufacturing certain medical devices in the United States,
the pmspen-:ts for deveiopment of new sources of supply for the full range of
threatened raw materials and eomponént parts for medical devices are
remota;

(11) it is unlikely that the small market for such raw materials and

. component parta in the Umted States could support the large investment
needed to develop new supphers of such raw materials and component

parts;
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(12) attempts to develop such new suppliers would raise the cost of
medical devices;

(13) courts that have considered the duties of the suppliers of the
raw materials and component parts have generally found that the suppliers
do not have a duty--

(A) to evaluate the safety and efficacy of the use of a raw
material or componeﬁt part in a medical device; and
(B) to warn consumers concerning the safety an.d

effectiveness of a medical device;

Qv
[
+
W C’WE
(16) rin order to safegm Eh:! availability of a wide va.rgety of J\&AL’(’

lifesaving and life-enhancing medical devices, immediate action is needed-- ¥
(A) to clarify the permissible bases of libility for suppliers JA T
of raw materials and component..pa:ts for medical devices; and h“
(B) to provide expeditious procedures to dispose of Comrerze,
unwarranted suits against the suppliers in such manner as to
minimize litigation costs.

Add eci) + ) Rom abrele )
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25

September 10, 1997

(A) to clarify the fermigsible bases of li-

(16) the several States and their courts are the
primary architects and regulators of our tort sys},em;
‘Congress, however, must, in certain circumstances
involving the national interest, address tort issues,
and a threatened shortage of raw materals and
component parts for life-saving medical devices is
one such circumstance; and

(17) the protections set forth in this Act are
needed to assure the continued supply of materials
for life-saving medical devices; however, negligent

L suppliers should not be protected.

A) IN GENERAL.—The term “biomaterials

supplier’” means an ity that directly or indi-
rectly supplies a copiponent part or raw mate-

rial for use in the fmanufacture of an implant.

do22
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DEFINITIONS.

As used in this title:

(1) BIOMATERIALS SUPPLIER.--

(A) IN GENERAL.--The term "biomaterials supplier" means
an entity that directly or indirectly supplies a component part or raw
material for use in the manufacture of an implant.

(B) PERSONS INCLUDED.--Such term includes any person
who-- |

(i  has submittad master files to the Secretary for
purposes of premarket apprdval of a me&ica.l device; or
(11) lilcenaes a biomaterials supplier to produce
component pa.x:ts or rawlmateria]s.
(20 CLAIMANT.--

(A) IN GENERAL.~-The term "claimant" means any person
who brings a civil action, or on whose behalf a civil action is brought.
arising from harm allegedly caused directly or indi'réctly by an
implant, including a person othér than the individual into whose
body. or in contact with whose blood or tissue, the implant is placed,
who claims to have suffered harm as a result of the implant.

(B) -ACTION BROUGHT ON BEHALF OF AN

- ESTATE.~With respect to an action brought on behalf of or through

the estate of an individual into whose body, or in contact with whose

doz3
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blood or tissue the implant is placed, such term includes the decedent

that is the subject of the action.

(C) ACTION BROUGHT ON BEHALF OF A MINOR OR
INCOMPETENT.--With respect to an action brought on behalf of or
through a minor or incompetent, such term includes the parent or
guardian of the minor or incompetent.

(D) EXCLUSIONS.--Such term does not inciude--

@) a provider of professional health carcla- services, In
any case in which--

M  the sale or use of an implant is incidental to
the transaction; and

() the essence of the transaction is the
furnishing of judgment, skill, or services;

(i} a person acting in the capacity of a manufacturer,
geller, or biomaterials supplier;

(ili) a person alleging harm caused by either the
silicone gel or the siliconel envelope utilized in a breast implant
containing silicone gel, except that-- |

I neither the exclusion provided by this clause

gor any other provision of this Act may be lconstmed as a

finding that silicone gel (or any other form of silicone) -

may or may not cause harm; and
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() the existence of the exclusion under this
clause may nat--
(aa) be disclosed to a jury in any civil
action or other proceeding; and
(bb) -except as necessary to establish the
applicability of this Act, otherwise be presented in

-~
any civil action or other proceed.in

(iv—any person who acts in only a financial capa

with respect to the sale of an implant.

(3) COMPONENT PART.--
(A) IN GENERAL.--The term "component part" means a
manufactured piece of an implant. -
(B) CERTAIN COMPONENTS.--Such term includes a
manufacture piece of an implant that~ _
( has significant non-implant applications and;
(@) alone, has no implaﬁt value or purpose, but when
combined with other com‘ponent parts and materials,
constitutes an implant,
(49 HARM.-.
(A) IN GENERAL.--The term "harm" means--

@ any injury to or damage suffered by an individual;
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(1) any illness, disease, or death of that individual
resulting from that injury or damage; and
(iii) any loss to that individual or any other individual
C resulting from that injury or demage.

(B) EXCLUSION.--The term does not include any
commercial loss or loss of or damage to an implant.
(5) IMPLANT..-The term "implant” means--

(A) a medical device that is intended by the me;nufacturer of
the device--

G) to be placed into a surgically or naturally formed
or existing cavity of the body for a period of at least 30 days; or
" G). toremain in contact with bodily fluids or internal

human tissue through a surgically produced opening for a

peri;)d of leas than 80 days; and

(B) suture materials used in implant procedures.

(6) MANUFACTURER.-The term "manufacturer” means any
person who, mth respect to an imphﬁt-

(A) is engaged ip the manufacture, preparation,
propagation, compounding, or processing (as defined in section
510(&)(1)){91' the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
366(a)(1)) of the implant; and

(B) 1is required--
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(@)  to register with the Secretary pursuant to section
510 of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
360) and the regulations issued under such section; and

(i) to include the implant on a list of devices filed
with the Secretary pursuant to section 510() of such Act (21
U.S.C. 360(G)) and the regulations issued under such section.

() MEDICAL DEVICE.--The term "medical device" means a
device, as defined in section 201(h) of the Federal Food, Drug, :'and Cosmetic
Act (21 U.S.C. 321(h)) and includes any device component of any
combination product as that term is used in section 503(g) of such Act (21
U.S.C. 353(g)). |

(8) RAW MATERIAL.--The term "raw material” means a substance
or product that— |

(A) has a generic use; and
(B) may be used in an application other than an implant.

(9) SECRETARY.--The term "Secretary” means the Secrstary of
Health and Human Services. |

.(10) SELLER.--

(A) 1IN GENEERAL.--The term "seller" means a person who,
* -in the course of a business conducted for that purpose, sells,
"'d.i;:'r'ibubes, lea:sea. packages, labels, or otherwisé places an implant in

the stream of commerce.
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®) EXCLUSIONS..-The term does not include--

® a seller or lessor of real property:

(i) a provider of professional services, in any case in
which the sale or use of in implant is incidental to the
transaction and the essence of the transaction is the furnishing
of judgment, skill, or services; or

(iii) any person who acts in only a ﬁnanc?al capacity
with respect to the sale of an implant. |
SEC. 204. GENERAL REQUIREMENTS; APPLICABILITY; PREEMPTION.

(a) GENERAL REQUIREMENTS.--

(D) IN GENERAL.--In any civil action covered by this title, a
‘biomaterials supplier may raise any defense set fart!: in section 205.

(2 PROCEDURES.-Notwithstanding any other provision of law,
the Federal or State court in which a cvil action covered by this title is
pending eiiall. in connection with a motion for dismissal or judgment based
on a defense described in paragraph (1), use the procedures set forth in
section 206. ' |
() APPLICABILITY..-

1) 1IN GENERAL.--Except as provided in paragraph (2),
noththstand.mg any other provision of law, this title applies to any civil

action brought by a claimant, whether in a Federal or State court, against a
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manufacturer, seller, or biomaterials supplier, on the basis of any legal
. theory, for harm allegedly caused by an implant.
(2) EXCLUSION.--A civil action brought by a purchaser of a
‘ medical device for use in providing professional services against a
manufacturer, seller, or biomaterials supplier for loss or damage to an
implant or for commercial loss to the purchaser--
- (A) shall not be considered an action that is subject to this
title; and :
(B) shall be governed by applicable commexrcial or co